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Food and Drug Administration, HHS § 177.2400 

§ 177.2355 Mineral reinforced nylon 
resins. 

Mineral reinforced nylon resins iden-
tified in paragraph (a) of this section 
may be safely used as articles or com-
ponents of articles intended for re-
peated use in contact with nonacidic 
food (pH above 5.0) and at use tempera-
tures not exceeding 212 °F. in accord-
ance with the following prescribed con-
ditions: 

(a) For the purpose of this section 
the mineral reinforced nylon resins 
consist of nylon 66, as identified in and 
complying with the specifications of 
§ 177.1500, reinforced with up to 40 
weight percent of calcium silicate and 
up to 0.5 weight percent 3- 
(triethoxysilyl) propylamine (Chemical 
Abstracts Service Registry No. 
000919302) based on the weight of the 
calcium silicate. 

(b) The mineral reinforced nylon res-
ins may contain up to 0.2 percent by 
weight of titanium dioxide as an op-
tional adjuvant substance. 

(c) The mineral reinforced nylon res-
ins with or without the optional sub-
stance described in paragraph (b) of 
this section, and in the form of 1⁄8-inch 
molded test bars, when extracted with 
the solvents, i.e., distilled water and 50 
percent (by volume) ethyl alcohol in 
distilled water, at reflux temperature 
for 24 hours using a volume-to-surface 
ratio of 2 milliliters of solvent per 
square inch of surface tested, shall 
meet the following extractives limita-
tions: 

(1) Total extractives not to exceed 5.0 
milligrams per square inch of food-con-
tact surface tested for each solvent. 

(2) The ash after ignition of the ex-
tractives described in paragraph (c)(1) 
of this section, not to exceed 0.5 milli-
gram per square inch of food-contact 
surface tested. 

(d) In accordance with good manufac-
turing practice, finished articles con-
taining the mineral reinforced nylon 
resins shall be thoroughly cleansed 
prior to their first use in contact with 
food. 

[42 FR 54533, Oct. 7, 1977, as amended at 42 FR 
61594, Dec. 6, 1977] 

§ 177.2400 Perfluorocarbon cured 
elastomers. 

Perfluorocarbon cured elastomers 
identified in paragraph (a) of this sec-
tion may be safely used as articles or 
components of articles intended for re-
peated use in contact with nonacid 
food (pH above 5.0), subject to the pro-
visions of this section. 

(a) Identity. (1) For the purpose of 
this section, perfluorocarbon cured 
elastomers are produced by 
terpolymerizing tetrafluorethylene 
(CAS Reg. No. 116–14–3), 
perfluoromethyl vinyl ether (CAS Reg. 
No. 1187–93–5), and perfluoro-2- 
phenoxypropyl vinyl ether (CAS Reg. 
No. 24520–19–2) and subsequent curing of 
the terpolymer (CAS Reg. No. 26658–70– 
8) using the crosslinking agent, phenol, 
4,4′-[2,2,2-trifluoro-1-(trifluoromethyl) 
ethylidene] bis-,dipotassium salt (CAS 
Reg. No. 25088–69–1) and accelerator, 
1,4,7,10,13,16-hexaoxacyclooctadecane 
(CAS Reg. No. 17455–13–9). 

(2) The perfluorocarbon base polymer 
shall contain no less than 40 weight- 
percent of polymer units derived from 
tetrafluoroethylene, no less than 40 
weight-percent of polymer units de-
rived from perfluoromethyl vinyl ether 
and no more than 5 weight-percent 
polymer units derived from perfluoro-2- 
phenoxy-propyl vinyl ether. 

(3) The composition limitations of 
the cured elastomer, calculated as 
parts per 100 parts of terpolymer, are 
as follows: 

Phenol, 4,4′-[2,2,2-trifluoro-1- 
(trifluoromethyl)-ethylidene] bis- 
,dipotassium salt—not to exceed 5 parts. 

1,4,7,10,13,16-Hexaoxacyclo-octadecane—not 
to exceed 5 parts. 

(b) Optional adjuvant substances. The 
perfluorocarbon cured elastomer iden-
tified in paragraph (a) of this section 
may contain the following optional ad-
juvant substances, subject to any limi-
tations cited on their use: 

(1) Substances generally recognized 
as safe (GRAS) in food or food pack-
aging. 

(2) Substances used in accordance 
with a prior sanction. 

(3) Substances authorized under ap-
plicable regulations in this part and in 
parts 175 and 178 of this chapter and 
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